Background
==========

The global burden of disease is shifting to long-term conditions,\[[@B1]\] and there is worldwide interest in the development of models of service delivery to manage these changing needs\[[@B2]\]. UK Government policy places emphasis on self-management as a means of improving long-term conditions, and supporting patient participation in healthcare is seen as a key mechanism to improve self management\[[@B3],[@B4]\]. Participation in health care has been defined as:

\'an interaction, or series of interactions between a patient and the healthcare system or health care professional in which the patient is active in providing information to aid diagnosis and problem-solving, sharing his/her preferences and priorities for treatment or management, asking questions and/or contributing to the identification of management approaches that best meet his/her needs, preferences of priorities\[[@B5]\].

This acknowledges the patient as \'co-producer\' of their health and integrates them as a key participant in the care process\[[@B6]\].

In this paper we describe the development of an intervention intended to promote participation in the consultation and facilitate self-management in long-term conditions. In line with current guidance on the development of interventions,\[[@B7]\] our aim was to develop an intervention that was informed by the existing literature, and refined using qualitative methods (see Figure [1](#F1){ref-type="fig"}). The development of the intervention described in the paper is set in the context of a larger study - the WISE approach (Whole Systems Informing Self-management Engagement) \[[@B8]\] designed to improve the way primary care services provide self care support for patients with long-term conditions, particularly for those who live in disadvantaged areas\[[@B9]\].

![**Structure of the intervention development process**.](1472-6963-10-206-1){#F1}

Previous work by the first author has questioned the assumption that interventions designed to enhance participation result in health improvements\[[@B10]\]. Some studies have reported that patients who actively participate in consultations with their health professionals have measurably better health outcomes than those who do not, both physiologically (blood pressure, blood sugar) and subjectively (evaluations of overall health status) \[[@B11]-[@B13]\].

A systematic review of intervention strategies designed to enhance patient participation found more positive effects of participation interventions in the outcomes of communication, provider diagnosis and process measures of the management of patient conditions. They found less effect on health status, patient satisfaction, self-efficacy and attitudes and behaviours such as adherence to treatment\[[@B5]\].

This review found that the most commonly used patient intervention to promote active participation was feedback to providers of *patient reported outcome measures*(PROMs). PROMS were reported to have had a positive impact on processes of care (i.e. communication between patient and health care provider, concordance), although there was less impact on patient satisfaction and health status.

Despite the positive evidence on PROMS, it has been noted in the literature that there is a lack of clarity on how and why PROMS might work, and their full potential in clinical practice is unclear because it is not made explicit how they would contribute to changing the nature of the relationship between patients and health professionals over time\[[@B14]\].

Another type of intervention reported to be effective at promoting patient participation was a *values clarification exercise*(VCE). VCEs are intended to help patients to first think about and then communicate the personal importance of different negative and positive features of \'options\', in order to improve the match between what is personally most desirable and the option actually selected. Values clarification has been demonstrated to have a substantial effect on concordance, and has been closely linked to the use of decision aids\[[@B15]\].

There are a number of ways in which values clarification can be achieved. These include describing the features and likely outcomes of the options in sufficient detail to enable the patient to fully understand what is involved; giving examples of patient stories of how other patients\' values led them to make certain choices; or explicitly measuring the patients\' individual values for options. Some interventions encourage patients not only to clarify their values but to share them with important others such as family members and/or health professionals\[[@B16]\].

In line with the definition of participation used by Haywood et al \[[@B5]\] (see above) it could be hypothesised that the mechanism by which PROMS can improve participation is through active communication, \"the patient is active in providing information to aid diagnosis and problem-solving\" and the mechanism by which VCE can improve participation is by clarifying patient values, \"sharing his/her preferences and priorities for treatment\".

Initial development of the intervention
---------------------------------------

The literature review highlighted the role of PROMS and VCE as mechanisms to improve patient participation, and the initial version of the intervention in this study was designed to contain components of both. However, unlike many \'PROMs\', this intervention is not intended to be used as an outcome measure; rather it will be a mechanism to promote participation in the consultation, and by clarifying patient values, establish patient priorities for action in order to facilitate shared decisions about appropriate self care support.

The first version of the intervention combining PROMs and VCEs was called \'PRISMS\' (Patient Report Informing Self-Management Support - see Figure [1](#F1){ref-type="fig"}). PRISMS is intended to encourage patients to consider what problems and issues are important to them, to support joint exploration of patients\' problems and needs with their health professional and help with the establishment of agreed priorities. This aims to ensure that effective shared decision-making and the negotiation of an agreed plan of action can occur with their health care provider. Completing PRISMS requires three decisions - which problems are relevant to the patient, the magnitude of the problem, and their relative priority.

Having developed a first version of the intervention (see Figure [1](#F1){ref-type="fig"}), based on evidence from the literature, the aim of this study was to further develop and evaluate the intervention to enhance patient participation in their health care (see Figure [2](#F2){ref-type="fig"}). This was achieved using mixed qualitative methods of a) focus groups of stakeholders (patients and clinicians) and b) piloting the intervention using \'think aloud\' and qualitative interview techniques.
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Methods
=======

Refining the intervention using focus groups
--------------------------------------------

The focus groups with key stakeholders (patients and clinicians) were formed with a wider remit to explore the components and acceptability of the WISE approach. The initial version of the PRISMS intervention was refined through these focus groups. The aim of the PRISMS questions in the focus groups was to assess patient and professional perspectives on PRISMS, and to explore the barriers and facilitators to adoption in everyday practice.

### Sample

The patient sample was taken from our key target group, people with long-term conditions living in socio-economically disadvantaged communities. We targeted the condition Chronic Obstructive Pulmonary Disease because this disproportionately affects people in lower socio-economic groups. We drew the sample from people attending a pulmonary rehabilitation class based in an inner city Primary Care Trust with high levels of social deprivation. All the patients attending the pulmonary rehabilitation class on the particular day that the researcher (AK) visited were invited to take part in the study. Health professionals were sampled from practice nurses in the same PCT; all the practice nurses with an interest in COPD were invited to take part in the study.

### Procedure

During the focus groups, patients were asked to complete the prototype PRISMS and the following prompts were used to encourage discussion after they had completed it: is there anything missing from the PRISMS form?; are the things you consider you need most help with the same things that your doctor or nurse thinks you need help with?; do you ever have disagreements with your doctor or nurse about your COPD management or is there anything you think they don\'t help you with? The researcher observed the patients during this process and noted any problems with completing the form and queries from individuals, in order to identify any immediate barriers.

Professionals were shown the PRISMS form, and the following prompts were used to encourage discussion: is there anything missing from the PRISMS form?; do you think patients will consider they need most help with the same things that you do?; do patients ever disagree with you about their condition management?; how do you see PRISMS being used and when?

### Analysis

The focus groups were recorded and transcribed. Data from the transcripts which referred to the use of the PRISMS forms was selected and together with field notes about how the patient group filled in the forms was used to refine the prototype intervention prior to its inclusion in the \'think aloud\' and qualitative interviews described below.

Piloting the intervention using \'think aloud\' and qualitative interview techniques
------------------------------------------------------------------------------------

The second study was designed to provide a more detailed exploration of the way patients understood and responded to PRISMS when thinking about their long-term conditions, in order to better understand how the intervention might encourage new ways of thinking and thus meet the aims of improving participation, communication, decision making and self management.

One method chosen to achieve this was \'think aloud\'. Unlike traditional qualitative interviewing, \'think aloud\' involves less of a dialogue between interviewer and respondent. Rather, the focus is on respondents verbalising their ongoing thoughts during a task, as a way of accessing their decision making processes\[[@B17],[@B18]\]. The function is to examine the content and order of information processing during the task. The \'think aloud\' interviews were complemented by more conventional semi-structured interviews after the \'think aloud\' process was complete.

### Sample

Patients were recruited from practices based in the same PCT where the focus groups were held. Recruitment was in the context of an exploratory study of a training programme for clinicians for the management of long-term conditions (part of the study on the WISE approach). Patients in the WISE study were either on the chronic disease registers for chronic obstructive pulmonary disease or diabetes, or were diagnosed with irritable bowel syndrome. Potential participants were identified by practice staff at the reception desk and asked if they were willing to find out about a research study. Interested potential participants were contacted by a researcher on the telephone and given details about the interview study and invited to participate.

### Procedure

Patients consenting to be interviewed were invited to attend for a face-to-face structured interview at their own general practice. All the patient participants were interviewed by the first author (JP). Data were collected on participant demographics, clinical conditions and management. They were then shown the PRISMS and asked to complete it, while being encouraged to talk aloud about their thinking and decision making as they tried to fill it in. Verbal prompts were used such as \'What are you thinking?\' \'Tell me why you put that?\'. These prompts referred only to the current exercise of completing the questionnaire.

After completing the PRISMS and the \'think aloud\' task, patients were then interviewed using the following prompts outlined in Box 1. This part of the interview allowed patients to explore potential anticipated future use of the instrument.

Box 1: Interview Prompts

• Is it understandable?

• Are there any difficulties filling it in?

• Would any difficulties be overcome by filling it in with a professional (e.g. literacy problems)?

• Would they prefer to complete PRISMS pre-appointment or during an appointment with a professional?

• Does it cover what concerns the patient most about their condition?

• Does the priority setting exercise make sense?

• Do patients feel it would alter the way their usual review appointments proceed?

In the early stages of the study, the researchers became aware that patients\' responses to PRISMS seemed to be influenced by social desirability, as it was clear to most patients that the research team were involved in the development of PRISMS. To reduce this influence, an alternative publicly available PROM was used in addition to the prototype PRISMS to allow comparisons to be drawn. The participants were not made aware which of the two interventions was of particular interest to the research team.

### Analysis

Interviews were continued until category saturation was complete. All the interviews were audiotaped and transcribed verbatim. Data were analysed using a framework analysis by JP and AK \[[@B19]\]. An initial coding framework was developed with reference to the transcripts, the original study protocol, the research question and the literature underpinning the intervention. The transcripts were checked against the framework to ensure that there were no omissions. Codes in each interview were examined across individual transcripts and the entire data set and allocated to the framework. The categories were refined and broader concepts emerged from the data linking codes across the interviews. Data were interpreted and analysed within the framework leading to the emergence of several themes related to the intervention.

Ethical approval for the study was obtained from Oldham LREC (ref 07/H1011/96).

Results
=======

The results of both the focus groups and the \'think aloud\' qualitative interviews are presented in this section. For ease of presentation the quotes supporting the results are displayed in boxes. When the quotes represent more than a single speaker, the researcher is identified as \'A\' and the participant is identified as \'B\'. All the quotes are referenced by a unique, anonymous identification number.

Refining the prototype intervention using focus groups
------------------------------------------------------

In the patient focus group five out of the seven participants at the pulmonary rehabilitation class took part in the focus group; two patients had prior engagements. Demographic data were not formally gathered, although all the participants were female and of middle-age or older. In the health care professional focus groups, three practice nurses with a special interest in COPD consented to take part.

The focus groups provided useful data on the general reaction to PRISMS among stakeholders. In particular, observations showed that patients encountered the following immediate barriers to use of the early version of the form:

1\. Vision and health literacy issues - some patients had difficulty reading the form, and others found the language difficult to understand.

2\. Patients reported difficulty in determining whether the issues listed on PRISMS really were a concern to them or if it was satisfactory because they just \'coped\' and did not expect additional help.

3\. Patients reported that it was hard to separate out problems they had with COPD from problems with their other conditions

However, the concept behind PRISMS - that of bringing the patient\'s needs into the consultation - did seem important and novel to the participants.

The practice nurses readily picked up on how to use the PRISMS tool and incorporate it into their everyday practice:

1\. Nurses reported a \'tick-box\' mentality in current clinical work to fulfill the requirements of the Quality and Outcomes Framework (QOF). This activity was viewed as being peripheral to patient\'s quality of life and incompatible with the patient agenda. The PRISMS was seen as an opportunity to re-focus on the patients agenda.

2\. Overall the content of the PRISMS form was seen as appropriate.

3\. PRISMS may make it easier to get better focus on management of co-morbidities

4\. There was a view that they and patients will find it hard to interpret the question on support from the NHS

In the light of these findings, the PRISMS form was shortened, simplified and the font size was increased.

Piloting the intervention using \'think aloud\' and qualitative interview techniques
------------------------------------------------------------------------------------

Ten patients from two practices consented to participate in the \'think aloud\' and qualitative interviews. Most interviews lasted between 30 and 45 minutes. The socio-demographic characteristics of the study participants are summarised in Additional File Table [1](#T1){ref-type="table"}. The main themes that emerged from the data related to (a) the content of the PRISMS (b) the process of completing PRISMS and how it could be operationalised in practice and (c) the outcomes of completing PRISMS for the patient.

###### 

Demographics of participants in \"Think aloud\" study

  Pt id   Sex   Condition                       Age   Ethnicity         Employed   Job                                              Partners job          Home     Highest qualification
  ------- ----- ------------------------------- ----- ----------------- ---------- ------------------------------------------------ --------------------- -------- ------------------------------------
  W001    F     IBS recent diabetes (2 weeks)   65    White             No         retired                                          Retired teacher       owned    GCE
  W003    F     Asthma (10 years)               83    White             No         Used to work in payroll                          None                  Owned    No formal- apprenticed in accounts
  W004    F     IBS (20 years)                  39    White             Yes        Pharmacist/lecturer                              Pharmacist/Director   Owned    PhD
  S001    F     Diabetes (2.5 years)            67    White             No         Retired VDU operator                             Retired engineer      Owned    None
  S002    M     Diabetes                        74    White             No         Retired window cleaner                           No                    Owned    None
  S004    F     IBS                             80    White             No         Retired                                                                Owned    None
  S005    F     IBS                             76    Black-Caribbean   No                                                                                Owned    GCSE English
  S006    M     Diabetes                        79    White             No         Retired railway worker                           None                  Rented   None
  S007    M     COPD                            62    White             No                                                                                Owned    HND - chemical engineering
  S008    F     COPD                            70    White             No         Retired - taught stained glass at night school   Health and safety     Owned    None - craft

### (a) The content of PRISMS

The content of the PRISMS form used in the interviews is represented in Figure [1](#F1){ref-type="fig"}, however, as a result of the focus groups, the wording was simplified and the font size increased (Figure [3](#F3){ref-type="fig"}).
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It was felt that the topics in PRISMS were comprehensive and covered the majority of issues in long-term conditions. As noted earlier, the study included a comparison between the PRISMS form and another patient-oriented PROM. A major difference was that PRISMS included a list of issues for patients to consider, whereas the comparison used an open ended method of simply asking patients if they had any problems or concerns. The prompts were preferred by the majority of patients. (See Box 2)

Patients were comfortable with the idea of quantifying how much of a problem something was using a line with a sad face or a smiley face. Only one patient in the group preferred a numeric format.

Box 2: The content of PRISMS: Quotes:

A OK. So do you think it covers a wide enough range of\... Of problems that people might have with a\... you know\... with managing their \... medical conditions and\...?

B yes because you\'ve got general things like healthy eating, stopping smoking, and\... managing your medicines. Those are general things, aren\'t they, which could apply to all sorts of things

A uhm

B erm but yeah, I would say that erm\... that you\'ve more or less covered everything there.

ID W001

B ***\[reading off comparative form\]***\'name two symptoms that bother you most write them on the lines\....concerning how bad each symptom is over\'\.... What symptoms are we referring to though?

A Well I think you have to choose your own symptoms.

B Because at the moment, I mean \... \[sighs\] ***\[reading again\]***\.... As good as it could be\... as bad as it could be

A I think\... imagine you were filling this out before your next review appointment really.

B Right. So \... I don\'t feel any different between now and when I had it done in\... February.

ID S002

### (b) The process of completing PRISMS and operationalising in practice

Completing PRISMS requires three decisions - which problems are relevant to the patient, the magnitude of the problem, and the relative priority among problems. In relation to the first decision, the content of PRISMS was felt to cover all the main problems of relevance to patients with long-term conditions. However, in deciding which problems to highlight, several issues impacted on their decision making. First, long-term conditions were characterised by their *variability*, which meant that a single rating could only ever be a crude approximation to changes over time. There were problems with making judgements about how their experience related to the categories on the PRISMS. Patients also reported some difficulties distinguishing problems associated with their long-term conditions, and those related to advancing age. Adding to that was the difficulty of judging the relevance of a problem which might be controllable with medication. Finally, patients distinguished between other life problems, and problems requiring a health care intervention. (See Box 3)

Box 3: The process of completing PRISMS - Decisions

Quotes:

B Er I did once I, once I\'d sort of sorted that out with\... erm\... ***\[reads\]***put a cross on the line to show how much of a problem each item is for you. Its quite self-explanatory that any way\...\...\...

Right erm\... put a cross on the line to show how much of a problem each item is for you. Ah \...right well being tired er\... erm\... I don\'t lack energy but I do feel tired especially in the evenings erm\... so I\'m putting a\... I would say probably about half way.

ID W001

B Stress and worry. Hum. Well that\'s very time dependent I suppose because if I\'d filled this in two weeks ago that would have been probably on the right hand side of the sad face \[laughs\] but at the moment its, its erm\... fairly, I\'ll put it in the middle though \'cos there are some on-going things.

ID W004

B Erm\... I\'m figuring out where they overlap or where they don\'t. Like the erm\... well certainly in the first table like the stress and worry and the pain and stuff like that, you know, some of these things get very strongly linked in your mind erm\... but they\'re separated there so I\'m not quite sure how you could \...

ID W004

B It is, it\'s awkward to know what is to do with the Diabetes and what is to do with my age.

ID S001

B \'Stress and worry\' not a problem, \'Shortness of breath\' \... only if I run, if I run. Not a problem. \'Pain\' well the only pain I get is in a morning down the back of me thighs, when I get out of bed and then I shuffle off and I have me medicine and then it goes. Its no\... not a problem.

ID S006

B \...the sort of the going, getting out and doing exercise and things that is, that is you know, individual isn\'t it, its down to the person, the doctor can\'t really help you with that. Short of giving you a walking stick or\... \...What about stress and worry though? I mean a doctor can\'t do much about that can he?

ID W003

B \"do you need help with getting out and doing things that you enjoy.\" Actually that, that was odd for me to see on that list, and actually I don\'t know whether I might have expected to see it ..maybe instead of that managing to work, that I did. That\... \'cos it didn\'t feel like something that I\'d necessarily expect my doctor or nurse to help me with.

ID W004

The instructions asked patients to consider all the proposed areas for action, and mark along the line (see Figure [4](#F4){ref-type="fig"}) how much of a problem each area was. They then were asked to mark out the three areas that they would like to address first. It was noted that the three items chosen were not always the three items that the patient had marked as the greatest problems.

![**Patient Instructions with PRISMs**.](1472-6963-10-206-4){#F4}

Patients prioritised those problems that they thought would be helpful to discuss at their next review appointment. Other patients discounted those problems that they felt were unrelated to their health, or that they already had plans for dealing with. Patients found that using the form and then reflecting on their answers by attempting to prioritise three problems helped them to identify where their main issues were and reflect on health issues as they related to the rest of their life, rather than in a condition-specific way (as is the norm in a consultation). See box 4.

Box 4: The process of completing PRISMS - Prioritising

Quotes:

A and shortness of breath is on\... you marked it as a bigger problem, but is it not something that you\'d want to\... you feel you need any help with or.

B Not really, because I don\'t, I, I don\'t, I don\'t know how\... I think\... I don\'t know how anybody else could help me with that.

A Right. So maybe that that would be helped more by learning about your condition

B Yes, yes

A that you did tick.

B Yes, yes.

ID W003

A I noticed just that, so that we understand how its been filled. You\... the ones that you\'ve ticked aren\'t necessarily the ones that are the biggest problem. Is it\... have you\... was there a reason for that?

B erm\... I suppose the reason being that erm\... while pain isn\'t a problem at this moment in time, \'cos I can manage really, I can manage it, I can alleviate it.

A Yes

B there are times when I can\'t.

ID W003

B OK being tired, no energy \[laughs\] yes \...\....also you start to wonder about\... you know I\'m a mum of two small boys so\... you that is actually a huge problem but its probably nothing to do with my IBS at all.

ID W004

B its uhm\... there\'s only really pain and sleep problems that there\'s any \...

A Well just put two crosses then I think

B Here?

A Yes.

B I don\'t seem too bad do I? \[laughs\]

ID S001

B Well, my first thought was \...it makes you sit back and wonder whether you are\... *well*actually. ***\[in comparison to others\]***

ID S007

Although the actual process of completion of the PRISMS was unproblematic, discussions following the \'think aloud\' highlighted that the process of prioritizing problems in a formal way was an innovation that, although not unwelcome, would require a significant culture change in primary care, particularly from the patients\' perspective, if it was to be routinely included in reviews of long-term conditions.

The majority of patients felt that they would prefer to complete a form like PRISMS at home in advance of their review appointment, although a minority felt comfortable do so either at home or during an appointment. They also felt that it would be useful as a regular exercise, either annually or on a six-month basis, depending on when their chronic disease review appointments were. See box 5.

Box 5: The process of completing PRISMS - Operationalising in practice

Quotes:

B Fill it in. Erm\...I \.... I think its, yeah definitely one of the clearer things that I\'ve, I\'ve seen, like this. I think its quite simple. I think that like me, if you\'re, if you\'re confronted with something that you don\'t see as being part of your problem, then again, its kind of a culture change, you know sort of like \...\....

I suppose the big thing about it is it just seems like a real change in, you know, given something proactively before you go for a consultation with the doctor or nurses.

A uhm

B you know, a bit of a change in culture really. You expect to just come in, do what you do in the consultation and walk out again. Erm.. I think it\'s a very good thing. Erm but I suppose if I was hit with it without erm\... a bit more of the information that perhaps is in there about what the, what the aim of this is more broadly, you know about, you know

ID W004

B \... filling it in with the Doctor you could discuss it while you\'re filling it in. But it\'s the same if you fill it in at home

A uhm

B even its there for the Doctor

A So you wouldn\'t mind either way

B no, no.

A Right. And if it was sent to you with your Review appointment

B you\'d fill it in first before you \...

ID S001

B \...filled it in and bought back in. yes its no problem that.

A Or filled out in the appointment with the doctor or the nurse?

B no\... I think sent out with the appointment time I think is better, yes, yes.

A Any particular reasons for that?

B erm\... probably \'cos I\'ve got plenty of time on the side\...

ID S007

B Erm.. yes perhaps once every six months. Erm\... I suppose after a time those, those problems wouldn\'t be the same would they again, six months later?

A No. So you might be ticking a different three.

B Yes.

IDW003

### (c) The outcomes of completing PRISMS

Patients felt that using the PRISMS would have a number of potential benefits. PRISMS could act as an aide-memoire for key issues that they wanted to discuss. PRISMS could also act as a focus for review appointments, providing a structure for the consultation. This might make the consultation more efficient, but reducing the need for routine questions to focus on patients\' particular needs. See Box 6.

PRISMS might also have a more subtle function. Patients had the perception that primary care professionals were always busy, and the presence of the PRISMS form could provide permission to talk about issues that might otherwise not be raised. PRISMS could also make the consultation more patient-centred and focussed on the needs of the Individual patient.

Box 6: The outcomes of completing PRISMS

Quotes:

A tell me a bit why you think that might make a difference.

B Well when you got in the Doctor\'s sometimes you have about three things to mention and you come out many a time thinking gosh I should have said about that

A uhm

B you know. You don\'t\... you don\'t mention it.

A right. so this would provide\...

B Yes that would er\... provide like the opening to remind you to\...do it.

ID S001

A do you think that it would affect the way your appointment went?

B \... yes I would think so, I mean there\'d be definite things to talk about then wouldn\'t there?

A uhm

B not just a case of \... how are you today and I say alright. \[both laugh\]

ID S004

B \...that is easier on both sides. ***\[doctor and patient\]***The doctor just has to look where the ticks are, or the crosses are, and see what your problems are.

S008

B yes\... if I did that on a once a year appointment and took it to H the diabetic nurse and she looked at that, she said \"oh right well everything\'s OK\" or you know\...

A uhm

B whereas she wouldn\'t need to ask all the different questions. She\'d still have to do the other side of it **\[*refers to blood and urine testing for diabetes\]***

S002

B and another thing, I mean you always feel, they are in a hurry aren\'t they, these days, he\'s very, very nice I think I\'ve half mentioned that, you know, of course I don\'t.

A uhm.

B so\...so that\'s my fault!

A but having something with you that, that you\'ve written down

B that\'s right, yes.

A might help with that

ID S004

B yes certainly, and it, its, its in relationship to me, isn\'t it this?

ID W003

A OK. That\'s fine. And do you think that it makes sense to you to pick three out of all of them\... to be sending back?

B Yes. Erm\... \'cos you\'re getting the most important, most important ones to the person

A uhm

B outlined aren\'t you?

ID W003

Discussion
==========

Summary
-------

Previous work by the authors, reviewing the literature, suggested that an effective intervention for increasing participation might include both PROMs and VCE. We designed a prototype intervention (PRISMS), which included aspects of both these interventions, which underwent preliminary feasibility testing with patients and professionals using qualitative methods.

PRISMS was well received, and patients and professionals could see value in having it introduced into their review appointments for chronic disease. As with any tool, there were individual preferences for content and format, and patients provided useful feedback for redrafting the instrument to assist in its completion.

The think aloud interviews highlighted the complexity of the decisions behind the simple responses on the form, and the findings echo previous work on patients completing ostensibly simple satisfaction questionnaires and outcome scales\[[@B20],[@B21]\]. For example, in an analysis of respondent\'s decision making in completing the SF36, Mallinson highlighted the complex comparative judgements underlying assessments of general health, or the changes over time related to increasing burden of illness that can influence the way in which assessments are made. Of course, such variability is more of an issue for the SF-36, which is designed as a *standardised*assessment of outcome. For PRISMS, it would be necessary for health professionals to understand something of the process by which patients come to their decisions. However, the difficulty patients reported in identifying \'problems\', rating their magnitude and identifying their priority may encourage patients to reflect on these complex issues. If delivered in parallel with training for professionals, PRISMS might act as a platform to allow exploration of these issues, rather than the \'task focussed\' consultations that have resulted in part from the Quality and Outcomes Framework that has had such a profound impact on consultations in the United Kingdom\[[@B22]-[@B24]\]. The intention of the PRISMS intervention is that it would be used as a starting point for discussion of patient priorities in a consultation, and not as an outcome. As well as allowing the patient to express needs and concerns, PRISMS can also be used by clinicians as a non-threatening way to challenge patients\' perceptions of their behaviour and need for support (for example the problems of smoking and diet). We acknowledge that there would be a danger of this also becoming a so called \'tick-box\' exercise, for this to be avoided it would be necessary to link the introduction of the PRISMS form with professional training.

Patients also identified a number of different functions of PRISMS (i.e. as an aide-memoire, to focus consultations, to give permission to discuss certain issues, and to provide greater tailoring for the patient). An important finding was that patients often did not prioritise their main problem, in the sense that it was not seen as being appropriate for discussion with the professional. This may have been related to general low expectations of what the NHS can do in terms of support for many issues.

The literature identified several issues that need to be addressed in order to maximise the effect of PROMS used in an intervention. These include incorporating the patients\' perspective, feeding the data back through the decision making process and assessing if the patients and providers value the information provided. The evidence outlined in this paper has begun to address those issues, however, more research and development is required to provide a more comprehensive assessment. In relation to including the patient\'s perspective, the interview data suggested that the PRISMS form included areas that were important to the patients. There is free space on the form for patients to note down any additional areas that they would like to address in their review appointment. The form is designed to be used in a repeated manner at future review appointments, where patients will have the opportunity to express different priorities for action. This was highlighted in the interview data as a useful exercise. Further research will be required to test how much patient priorities change, and whether PRISMS allows them to express those changes in a useful manner.

This study provided only preliminary evidence of acceptability to professionals. A key research question is whether the PRISMS form provides sufficient detail for professionals immediately, or whether it functions as a stimulus to further discussion about priorities. A longer-term issue is whether the PRISMS can be made available to, and used by clinicians and service providers outside primary care. There is evidence from the patient interviews that patients value using the PRISMS as a basis for a patient centred, priority focused review appointment. However, a critical question for the future is whether those immediate reactions can be translated into longer-term changes to the process of care and patient outcomes.

Study limitations
-----------------

The sample size used in the individual interview study was relatively small, because the focus was on the collection of rich data involving both think aloud and interview methods. This may have the disadvantage that we have not been able to access some groups of relevance, such as ethnic minorities, or specific conditions, such as depression, which may raise other issues. As noted earlier, there was a perception that some responses to PRISMS may have reflected socially desirable responses, with patients aware that the team was involved in the development of the PRISMS, although this effect was mitigated by the introduction of the comparator tool after the initial interviews, to encourage a more critical approach. Most participants were over the age of 60 years; however, this reflects the population of patients with long-term conditions. Younger patients might have different expectations about the outcomes of consultations and be more proactive in seeking support without the need for the legitimization provided by PRISMS. The initial focus group of stakeholders was also small and only included nurses, it is possible that other health care providers may have differing views on the use of PRISMS, this will require further evaluation.

Policy and practice implications
--------------------------------

PRISMS is designed to encourage consideration of problems and priorities from a patient perspective and thereby encourage participation in making decisions about their management. The introduction of PRISMS is likely to be complex, but there are lessons that could be learned from related interventions. For example, primary care practitioners are now incentivised to use depression screening measures in patients with selected long-term conditions. Although there is some professional resistance, patients report that they are more positive about their use, seeing them as \'efficient and structured supplement to medical judgment and as evidence that general practitioners were taking their problems seriously through a full assessment\'\[[@B25]\].

PROMS, VCE and PRISMS are all interventions that are well placed within current policy around the management of long-term conditions in the United Kingdom. As well as the focus on participation and self management, PRISMS provides a potential model for *care planning*, to which the UK Department of Health has made a policy commitment, such that \'everyone with a long-term condition has a personalised care plan\'\[[@B26]\]. Care plans are designed to be agreed by patient and professional to organise packages of care that are personal to the patient, and regularly reviewed.

Care plans form an important part of the Chronic Care Model,\[[@B27]\], and of the \'care programme approach\' in mental health, and have been used in disorders such as asthma \[[@B28]\]. Evaluations of care planning suggest that it can be an effective component of care,\[[@B29]-[@B31]\] and there is emerging evidence concerning the optimal ingredients\[[@B32]\]. However, there is no consensus as to the best way to implement care planning across different long-term conditions. Experience abroad has highlighted variation in content of care plans,\[[@B33]\] and qualitative studies have also suggested some professional and patient ambivalence,\[[@B34]\] and limited impacts on collaborative self care and co-ordination between professionals\[[@B35],[@B36]\].

One of the potential limitations of care plans up to now is that they have been focused on professional issues and concerns, rather than those raised by the patient. The focus on issues of priority in PRISMS may serve to readdress this imbalance. Recent commentators have highlighted how patients with long-term conditions have to deal with multiple management regimes and a significant burden of *treatment*\[[@B37]\]. This is a particular problem in patients with co-morbidities\[[@B38]\]. However, many patients are not used to considering interactions between different conditions and their management,\[[@B39]\] and many want help and support in prioritizing the competing demands from multiple conditions\[[@B40]\]. Identifying priorities and helping patients deal with tensions between different management options has been identified as a core issue for effective clinical practice in the context of long-term conditions\[[@B37],[@B41]\]. Tools like PRISMS may function as a platform to explore priorities.

Future research
---------------

As noted earlier, the impetus for the development of PRISMS was evidence from a systematic review of interventions by Haywood et al showing that PROMS and VCE were effective in improving patient participation\[[@B5]\]. However, the evidence for that effectiveness is inconsistent, and more related to the process of care than outcomes. A recent review of interventions to encourage question asking (through both written prompts and coaching) also reported modest impacts on the process of care which did not generalize to other outcomes\[[@B42]\]. Although this qualitative study found that patients and professionals were broadly supportive, and this study focused on patient accounts of how the PRISMS form *might*be used, translating such attitudes into demonstrable changes in clinical behaviour and patient outcomes is a significant challenge.

However, it should be noted that PRISMS is designed to be used as part of a multifaceted intervention at different levels which are interlinked to maximize impact. At the patient level, PRISMS is designed to improve patient participation in care. This will be enhanced by professional training in patient-centred consultations and self management support, which in turn will be augmented by interventions at the level of the health system, which are designed to provide better access to self management support within primary care. A randomised trial is ongoing to test whether this combination achieves the planned increases in participation and self management, and whether those gains are translated into improved health outcomes and reduced costs.

Conclusions
===========

This study provides evidence that patients found the PRISMS form acceptable and potentially useful. The challenges encountered by patients in completing PRISMS may encourage further exploration of these issues within the consultation, complementing the more \'task focussed\' aspects of consultations resulting from introduction of clinical guidelines and financial incentives. Further research is required to provide a rigorous assessment of the ability of tools like PRISMS to achieve genuine change in the process and outcome of consultations.
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